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Set strategy, and manage registration dossiers of new products, line extensions and new indications.
In addition to maintain license of existing registered products by managing of all regulatory activities
throughout product lifecycle.

About the Role

Major accountabilities:

Leads implementation of the defined global and regional registration strategy into country
submissions.

Coordinates, plans and prepares for submission of initial registrations and post approval
applications.

Lead regulatory activities during HA reviews, responding to questions and HA interactions.
Create/ Supervise in the creation, maintenance, review & approval of artworks in line with the



approved information by the HAs in the artwork management system

Review, approval of Promotional and Non-Promotional Material for assigned products
according to Novartis policy and guidelines and applicable local regulation, submission to HAs
when applicable.

Ensure compliance with local regulation and adherence to Global and local processes during
daily regulatory activities:

Ensures timely RA input and monitoring of regulatory compliance and maintenance reports,
maintaining regulatory information in compliance databases and documenting Regulatory
Information Management systems.

Manage/ Support HA inspections, global GMP & PV audits, self-assessment, deviations,
guality events and respond adequately to all requests about regulatory area.

Key performance indicators:

The timely registration of new drug products, line extensions, new indications.

Accurate & timely maintenance of products life cycle management.

Good governance and Oversight of third parties KPIs

Compliance of the promotional materials with the registered/approved PI.

High regulatory compliance percentage for all relevant databases.

Keep the relation with all related parties (inside & outside NVS) at the top level of respect,
confidence & reliability.

Minimum Requirements:
Work Experience:

Skills:

Pharmacist with 5-7 years of experience in Regulatory Affairs.
An experience in similar position with management is desired.
Functional Breadth.

Cross Cultural Experience.

Operations Management and Execution.

Project Management.

Registration strategies
Detail Oriented.

Drug Development.
Lifesciences.
Negotiation Skills.
Regulatory Compliance.

Languages :

English is a must



Why Novartis: Helping people with disease and their families takes more than innovative science. It
takes a community of smart, passionate people like you. Collaborating, supporting and inspiring each
other. Combining to achieve breakthroughs that change patients” lives. Ready to create a brighter

future together? https://www.novartis.com/about/strategy/people-and-culture

Join our Novartis Network: Not the right Novartis role for you? Sign up to our talent community to stay
connected and learn about suitable career opportunities as soon as they come up:

https://talentnetwork.novartis.com/network

Benefits and Rewards: Read our handbook to learn about all the ways we ” Il help you thrive personally
and professionally: https://www.novartis.com/careers/benefits-rewards
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Job Type
Full time
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Regular
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Novartis is committed to building an outstanding, inclusive work environment and diverse teams'
representative of the patients and communities we serve.
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